Message

From: Tegeris, John (OS/ASPR/BARDA) (CTR) [john.tegeris@hhs.gov]
Sent: 5/23/2017 8:29:21 PM
To: Nalubola, Ritu (FDA/OC) [Ritu.Nalubola@fda.hhs.gov]; Bright, Rick (OS/ASPR/BARDA) [Rick.Bright@hhs.gov];

Disbrow, Gary (OS/ASPR/BARDA) [Gary.Disbrow@hhs.gov]; Schafer, Julie (OS/ASPR/BARDA)
[Julie.Schafer@hhs.gov]; Maher, Carmen (FDA/OC) [Carmen.Maher@fda.hhs.gov]; Sadove, Elizabeth (FDA/OC)
[Elizabeth.Sadove@fda.hhs.gov]; Ross, Jennifer (FDA/OC) [Jennifer.Ross@fda.hhs.gov]; Flamm, Eric (FDA/OC)
[Eric.Flamm@fda.hhs.gov]; Zborowsky, Ashley (FDA/OC) [Ashley.Zborowsky@fda.hhs.gov]; Epstein, Laura
(FDA/CVM) [Laura.Epstein@fda.hhs.gov]; Hartman, Mark [Hartman.Mark@epa.gov]; McNally, Robert
[Mcnally.Robert@epa.gov]; Mendelsohn, Mike [Mendelschn.Mike@epa.gov]; Milewski, Elizabeth
[Milewski.Elizabeth@epa.gov]; Wozniak, Chris [wozniak.chris@epa.gov]; Jennings, Susan [Jennings.Susan@epa.gov];
Layne, Arnold [Layne.Arnold@epa.gov]; Rosenblatt, Daniel [Rosenblatt.Dan@epa.gov]; Petersen, Lyle
(CDC/OID/NCEZID) [Ixp2@cdc.gov]; Beard, Charles (Ben) (CDC/OID/NCEZID) [chb0O@cdc.gov]; Koonin, Lisa
(CDC/OID/NCIRD) [Imk1@cdc.gov]; Kovacs, Gerald (OS/ASPR/BARDA) (CTR) [Gerald.Kovacs@hhs.gov]; Seals,
Jonathan (OS/ASPR/BARDA) [jonathan.seals@hhs.gov]; Craven, Mark (OS/ASPR/BARDA) [Mark.Craven @hhs.gov];
Knight, Antoinette (OS/ASPR/BARDA) [Antoinette.Knight@hhs.gov]; Costero-Saint Denis, Adriana (NIH/NIAID) [E]
[acostero@niaid.nih.gov]; Leissa, Brad G (FDA/CDER) [Brad.Leissa@fda.hhs.gov]; Lueptow, Rebekka
(HHS/ASPR/BARDA) [Rebekka.Lueptow@hhs.gov]; Wolf, Laura (OS/ASPR/OEM) [Laura.Wolf@hhs.gov]; Curren,
Stephen (OS/ASPR/OEM) [Stephen.Curren@hhs.gov]; Erlandson, Karl (OS/ASPR) [Karl.Erlandson@hhs.gov]; Little,
James (OS/ASPR/BARDA) [James.Little@hhs.gov]; Tegeris, John (OS/ASPR/BARDA} (CTR) [john.tegeris@hhs.gov]

cC: Leahy, John [Leahy.John@epa.gov]; Shimkin, Martha [Shimkin.Martha@epa.gov]
Subject: RE: INTERAGENCY MEETING SUMMARY: Interagency Meeting with Oxitec/Intrexon Group; Wed May 17, 10am-12pm
ET

Many thanks Ritu,

My apologies for running out of time to get this to Rick without the chance for one more pass to the full interagency
team, but that is the power in being all-inclusive in giving sveryone the same real-time visibility...and having someone,
aka me, to blame for it, haha. | will incorporate the comments and redistribute to everyone by COB tomorrow so that we
have one unified message and we eliminate any points that were not discussed during the May 17 interagency meeting
even if conveyed in the summary correctly. Fellow EPA colleagues, if yvou have any edits to further clarify, please send
them along by noon tomorrow, if passible, so | can incorporate them into one final final for distribution to Rick and
everyone included here. All set. With much appreciation,

Best,
John

From: Nalubola, Ritu [mailto:Ritu.Nalubola@fda.hhs.gov]

Sent: Tuesday, May 23, 2017 1:56 PM

To: Tegeris, John (OS/ASPR/BARDA) (CTR); Bright, Rick (OS/ASPR/BARDA); Disbrow, Gary (OS/ASPR/BARDA); Schafer,
Julie (OS/ASPR/BARDA); Maher, Carmen (FDA/OC); Sadove, Elizabeth (FDA/OC); Rass, Jennifer (FDA/OC); Flamm, Eric
(FDA/OC); Zborowsky, Ashley (FDA/OC); Epstein, Laura (FDA/CVM); Hartman.Mark@epa.gov; mcnally.robert@epa.gov;
mendelsohn.mike@epa.gov; milewski.elizabeth@epa.gov; wozniak.chris@epa.gov; Jennings, Susan (EPA.GOV); Arnold,
Layne (EPA.GOV); rosenblatt.dan@epa.gov; Petersen, Lyle (CDC/OID/NCEZID); Beard, Charles (Ben) (CDC/OID/NCEZID);
Koonin, Lisa (CDC/OID/NCIRD); Kovacs, Gerald (OS/ASPR/BARDA) (CTR); Seals, Jonathan (OS/ASPR/BARDAY); Craven,
Mark (OS/ASPR/BARDA); Knight, Antoinette (OS/ASPR/BARDA); Costero-Saint Denis, Adriana (NIH/NIAID) [E]; Leissa,
Brad G (FDA/CDER); Lueptow, Rebekka (HHS/ASPR/BARDA); Wolf, Laura (OS/ASPR/OEM); Curren, Stephen
(OS/ASPR/OEM); Erlandson, Karl (OS/ASPR); Little, James (OS/ASPR/BARDA); Tegeris, John (OS/ASPR/BARDA) (CTR)
Cc: Leahy, John; Shimkin, Martha

Subject: RE: INTERAGENCY MEETING SUMMARY: Interagency Meeting with Oxitec/Intrexon Group; Wed May 17, 10am-
1Zpm ET
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Hi John — Thanks to yvou and the BARDA team for organizing the meeting and for preparing these meeting notes. Please
see attached FDA's edits, primarily for accuracy and dlarity. Hope this updated version can be used for any future
reference.

Thanks!

Ritu

Rite Nalubela, PhDy,

Senior Policy Advisor

Office of Policy, Office of the Commissioner
1.8, Food and Drvug Administration

W32, Room 4236

Phone: 301-796-3252

Fax: 301-847-3541

Frmail: Ritu.Nalubola@fda. hhs.gov

From: Tegeris, John (OS/ASPR/BARDA) (CTR) [mailto:jchn.tegeris@hhs.gov]

Sent: Monday, May 22, 2017 4:24 PM

To: Bright, Rick (0S); Disbrow, Gary (OS); Schafer, Julie (OS); Maher, Carmen; Sadove, Elizabeth; Ross, Jennifer;
Nalubola, Ritu; Flamm, Eric; Zborowsky, Ashley; Epstein, Laura; Hartman.Mark@epa.gov;, mcnally.robert@epa.gov;
mendelschn.mike@epa.qov; milewski.elizabeth@epa.gov; wozniak.chris@epa.gov; Jennings, Susan (EPA.GOV): Arnold,
Layne (EPA.GOV); rgsenblatt.dan@epa.qov; Petersen, Lyle R (CDC); Beard, Charles B (CDC); Koonin, Lisa M (CDC);
Kovacs, Gerald (QS); Seals, Jonathan (OS); Craven, Mark (0S); Knight, Antoinette (0S); Costero-Saint Denis, Adriana
(NIH); Leissa, Brad G; Lueptow, Rebekka (0OS); Wolf, Laura K (OS); Curren, Stephen (0S); Erlandson, Karl (OS); Little,
James (0S); Tegeris, John (0S)

Cc: Leahy, John; Shimkin, Martha

Subject: INTERAGENCY MEETING SUMMARY: Interagency Meeting with Oxitec/Intrexon Group; Wed May 17, 10am-
1Zpm ET

Hi Rick,

Thanks to a complete interagency group effort, attached please find our collective summary of our meeting with
Oxitec/Intrexon at BARDA on Wed May 17. If anyone has any major comments, please ‘Reply All’ here and be sure to
blame me for the inaccuracy, haha. Rick, if you need to quickly review the document, we would suggest only reviewing
the paragraphs immediately below the sections noted in bold font (three sections), with the rest providing good
background and chronology/timelines to round out the complete and fairly complex story that has several options to
pursue, but one likely winner to give Oxitec the best chance at conducting/starting their field study before the end of
the current mosquito season. We, as one interagency big interagency team, hope this proves helpful for what lies ahead.
Again, many thanks to everyone for being a part of this process!

Best,
John
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